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‘‘study’’does not include basic explor-
atory studies carried out to determine 
whether a test substance or a test 
method has any potential utility. 

Study completion date means the date 
the final report is signed by the study 
director. 

Study director means the individual 
responsible for the overall conduct of a 
study. 

Study initiation date means the date 
the protocol is signed by the study di-
rector. 

Test substance means a substance or 
mixture administered or added to a 
test system in a study, which sub-
stance or mixture: 

(1) Is the subject of an application for 
a research or marketing permit sup-
ported by the study, or is the con-
templated subject of such an applica-
tion; or 

(2) Is an ingredient, impurity, deg-
radation product, metabolite, or radio-
active isotope of a substance described 
by paragraph (1) of this definition, or 
some other substance related to a sub-
stance described by that paragraph, 
which is used in the study to assist in 
characterizing the toxicity, metabo-
lism, or other characteristics of a sub-
stance described by that paragraph. 

Test system means any animal, plant, 
microorganism, chemical or physical 
matrix, including but not limited to 
soil or water, or subparts thereof, to 
which the test, control, or reference 
substance is administered or added for 
study. ‘‘Test system’’ also includes ap-
propriate groups or components of the 
system not treated with the test, con-
trol, or reference substance. 

Testing facility means a person who 
actually conducts a study, i.e., actually 
uses the test substance in a test sys-
tem. ‘‘Testing facility’’ encompasses 
only those operational units that are 
being or have been used to conduct 
studies. 

Vehicle means any agent which facili-
tates the mixture, dispersion, or 
solubilization of a test substance with 
a carrier. 

[54 FR 34067, Aug. 17, 1989, as amended at 72 
FR 61029, Oct. 26, 2007; 73 FR 75597, Dec. 12, 
2008] 

§ 160.10 Applicability to studies per-
formed under grants and contracts. 

When a sponsor or other person uti-
lizes the services of a consulting lab-
oratory, contractor, or grantee to per-
form all or a part of a study to which 
this part applies, it shall notify the 
consulting laboratory, contractor, or 
grantee that the service is, or is part 
of, a study that must be conducted in 
compliance with the provisions of this 
part. 

§ 160.12 Statement of compliance or 
non-compliance. 

Any person who submits to EPA an 
application for a research or marketing 
permit and who, in connection with the 
application, submits data from a study 
to which this part applies shall include 
in the application a true and correct 
statement, signed by the applicant, the 
sponsor, and the study director, of one 
of the following types: 

(a) A statement that the study was 
conducted in accordance with this part; 
or 

(b) A statement describing in detail 
all differences between the practices 
used in the study and those required by 
this part; or 

(c) A statement that the person was 
not a sponsor of the study, did not con-
duct the study, and does not know 
whether the study was conducted in ac-
cordance with this part. 

§ 160.15 Inspection of a testing facility. 

(a) A testing facility shall permit an 
authorized employee or duly des-
ignated representative of EPA or FDA, 
at reasonable times and in a reasonable 
manner, to inspect the facility and to 
inspect (and in the case of records also 
to copy) all records and specimens re-
quired to be maintained regarding 
studies to which this part applies. The 
records inspection and copying require-
ments should not apply to quality as-
surance unit records of findings and 
problems, or to actions recommended 
and taken, except that EPA may seek 
production of these records in litiga-
tion or formal adjudicatory hearings. 

(b) EPA will not consider reliable for 
purposes of supporting an application 
for a research or marketing permit any 
data developed by a testing facility or 
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